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(E) Radiation biology; and 
(ii) Supervised experience in a nu-

clear pharmacy involving the fol-
lowing— 

(A) Shipping, receiving, and per-
forming related radiation surveys; 

(B) Using and performing checks for 
proper operation of dose calibrators, 
survey meters, and, if appropriate, in-
struments used to measure alpha- or 
beta-emitting radionuclides; 

(C) Calculating, assaying, and safely 
preparing dosages for patients or 
human research subjects; 

(D) Using administrative controls to 
avoid mistakes in the administration 
of byproduct material; 

(E) Using procedures to prevent or 
minimize contamination and using 
proper decontamination procedures; 
and 

(2) Has obtained written attestation, 
signed by a preceptor authorized nu-
clear pharmacist, that the above train-
ing has been satisfactorily completed 
and that the individual has achieved a 
level of competency sufficient to inde-
pendently operate a nuclear pharmacy. 

[67 FR 20370, Apr. 24, 2002, as amended at 70 
FR 16367, Mar. 30, 2005] 

§ 35.981 Training for experienced nu-
clear pharmacists. 

A licensee may apply for and must 
receive a license amendment identi-
fying an experienced nuclear phar-
macist as an authorized nuclear phar-
macist before it allows this individual 
to work as an authorized nuclear phar-
macist. A pharmacist who has com-
pleted a structured educational pro-
gram as specified in § 35.980(b)(1) before 
December 2, 1994, and who is working 
in a nuclear pharmacy would qualify as 
an experienced nuclear pharmacist. An 
experienced nuclear pharmacist need 
not comply with the requirements for a 
preceptor statement (§ 35.980(b)(2)) and 
recentness of training (§ 35.59) to qual-
ify as an authorized nuclear phar-
macist. 

Subpart K—Other Medical Uses of 
Byproduct Material or Radi-
ation From Byproduct Mate-
rial 

§ 35.1000 Other medical uses of by-
product material or radiation from 
byproduct material. 

A licensee may use byproduct mate-
rial or a radiation source approved for 
medical use which is not specifically 
addressed in subparts D through H of 
this part if— 

(a) The applicant or licensee has sub-
mitted the information required by 
§ 35.12(b) through (d); and 

(b) The applicant or licensee has re-
ceived written approval from the Com-
mission in a license or license amend-
ment and uses the material in accord-
ance with the regulations and specific 
conditions the Commission considers 
necessary for the medical use of the 
material. 

Subpart L—Records 

§ 35.2024 Records of authority and re-
sponsibilities for radiation protec-
tion programs. 

(a) A licensee shall retain a record of 
actions taken by the licensee’s man-
agement in accordance with § 35.24(a) 
for 5 years. The record must include a 
summary of the actions taken and a 
signature of licensee management. 

(b) The licensee shall retain a copy of 
both authority, duties, and responsibil-
ities of the Radiation Safety Officer as 
required by § 35.24(e), and a signed copy 
of each Radiation Safety Officer’s 
agreement to be responsible for imple-
menting the radiation safety program, 
as required by § 35.24(b), for the dura-
tion of the license. The records must 
include the signature of the Radiation 
Safety Officer and licensee manage-
ment. 

§ 35.2026 Records of radiation protec-
tion program changes. 

A licensee shall retain a record of 
each radiation protection program 
change made in accordance with 
§ 35.26(a) for 5 years. The record must 
include a copy of the old and new pro-
cedures; the effective date of the 
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change; and the signature of the li-
censee management that reviewed and 
approved the change. 

§ 35.2040 Records of written directives. 
A licensee shall retain a copy of each 

written directive as required by § 35.40 
for 3 years. 

§ 35.2041 Records for procedures for 
administrations requiring a written 
directive 

A licensee shall retain a copy of the 
procedures required by § 35.41(a) for the 
duration of the license. 

§ 35.2060 Records of calibrations of in-
struments used to measure the ac-
tivity of unsealed byproduct mate-
rial. 

A licensee shall maintain a record of 
instrument calibrations required by 
§ 35.60 for 3 years. The records must in-
clude the model and serial number of 
the instrument, the date of the calibra-
tion, the results of the calibration, and 
the name of the individual who per-
formed the calibration. 

§ 35.2061 Records of radiation survey 
instrument calibrations. 

A licensee shall maintain a record of 
radiation survey instrument calibra-
tions required by § 35.61 for 3 years. The 
record must include the model and se-
rial number of the instrument, the date 
of the calibration, the results of the 
calibration, and the name of the indi-
vidual who performed the calibration. 

§ 35.2063 Records of dosages of un-
sealed byproduct material for med-
ical use. 

(a) A licensee shall maintain a record 
of dosage determinations required by 
§ 35.63 for 3 years. 

(b) The record must contain— 
(1) The radiopharmaceutical; 
(2) The patient’s or human research 

subject’s name, or identification num-
ber if one has been assigned; 

(3) The prescribed dosage, the deter-
mined dosage, or a notation that the 
total activity is less than 1.1 MBq (30 
µCi); 

(4) The date and time of the dosage 
determination; and 

(5) The name of the individual who 
determined the dosage. 

§ 35.2067 Records of leaks tests and in-
ventory of sealed sources and 
brachytherapy sources. 

(a) A licensee shall retain records of 
leak tests required by § 35.67(b) for 3 
years. The records must include the 
model number, and serial number if 
one has been assigned, of each source 
tested; the identity of each source by 
radionuclide and its estimated activ-
ity; the results of the test; the date of 
the test; and the name of the indi-
vidual who performed the test. 

(b) A licensee shall retain records of 
the semi-annual physical inventory of 
sealed sources and brachytherapy 
sources required by § 35.67(g) for 3 
years. The inventory records must con-
tain the model number of each source, 
and serial number if one has been as-
signed, the identity of each source by 
radionuclide and its nominal activity, 
the location of each source, and the 
name of the individual who performed 
the inventory. 

§ 35.2070 Records of surveys for ambi-
ent radiation exposure rate. 

A licensee shall retain a record of 
each survey required by § 35.70 for 3 
years. The record must include the 
date of the survey, the results of the 
survey, the instrument used to make 
the survey, and the name of the indi-
vidual who performed the survey. 

§ 35.2075 Records of the release of in-
dividuals containing unsealed by-
product material or implants con-
taining byproduct material. 

(a) A licensee shall retain a record of 
the basis for authorizing the release of 
an individual in accordance with § 35.75, 
if the total effective dose equivalent is 
calculated by— 

(1) Using the retained activity rather 
than the activity administered; 

(2) Using an occupancy factor less 
than 0.25 at 1 meter; 

(3) Using the biological or effective 
half-life; or 

(4) Considering the shielding by tis-
sue. 

(b) A licensee shall retain a record 
that the instructions required by 
§ 35.75(b) were provided to a breast-feed-
ing female if the radiation dose to the 
infant or child from continued breast- 
feeding could result in a total effective 
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